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Introduction 



1* This is one of two Consultative Documents containing the 
Health and Safety Commission 1 s proposals for amendments to the 
Control of Substances Hazardous to Health Regulations 1988 
(COSHH) . The other deals with the application of the Regulations 
to some chemical agents. This one sets out draft amendments that 
alter the way in which the Regulations apply to risks arising from 
exposure to micro-organisms, and extend their application to some 
other biological risks (Appendix 1) . A draft Approved Code of 
Practice (ACoP) , supplementing the general COSHH ACoP, accompanies 
the proposed biological agents amendments (Appendix 2) . Some minor 
amendments to the general ACoP are proposed also (Appendix 3) . 

2 . The proposals in this document are to implement the EC 
Biological Agents Directive (90/679/EEC) (Appendix 4) , together 
with a proposed directive on the classification of biological 
agents which is to be linked to it. At the same time they absorb 
and replace the notification requirements at present contained in 
the Health and Safety (Dangerous Pathogens) Regulations 1981. 

3 . The amendments resulting from both consultative exercises are 
to be incorporated into a consolidated version of COSHH, bringing 
together all the amendments made so far. Consolidation in itself 
will not alter the substance of the regulations but will merely 
gather their several separate parts into a single text. 

4. After considering the comments made in response to both 
documents the Health and Safety Commission will submit its revised 
proposals to the Secretary of State. It is intended that the 
amended COSHH Regulations should come into force on 1 January 
1994. As in the case of the three earlier sets of COSHH amendment 
Regulations (which came into force on 1 January 1991, 1992 and 
1993) there will be at the same time a new edition of the HMSO 
publication combining the amended COSHH Regulations, the general 
ACoP and the supplementary ACoPs. 
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5 . The Health and Safety Commission would welcome comments on the 
proposals that follow. 



Background 

6. Council Directive 90/ 679 /EEC on the Protection of Workers from 
Risks Related to Exposure to Biological Agents at Work - referred 
to in this document as the "Biological Agents Directive" - is one 
of the individual Directives adopted under Article 16(1) of the 
Framework Directive on Health and Safety (89/391/EEC) . The 
Framework Directive itself has been implemented in the UK mainly 
by the Management of Health and Safety at Work Regulations 1992. 
Individual directives already implemented cover the workplace, the 
use of work equipment, the use of personal protective equipment, 
manual handling of loads, work with display screen equipment and 
work with carcinogens. All are based on Article 118A of the Treaty 
of Rome. Implementation in Great Britain is mainly by means of 
regulations made under Section 15 of the Health and Safety at Work 
Etc Act 1974 (HSWA) . 

7. The Health and Safety Commission’s policy on the negotiation of 
the EC's programme of health and safety directives has been set 
out in its Plans of Work for 1990-1 and 1991-2. Good progress has 
been made with the modernisation of British health and safety law 
by means of regulations made under HSWA and that has stood us in 
good stead in advancing British models as a basis for EC 
provisions. But we have had to recognise that the outcome of 
Community negotiations, especially under the system of qualified 
majority voting introduced by the Single European Act, requires 
compromises that entail changes and additions to UK regulations to 
meet the objectives of the directives. 

8. The strategy of the Health and Safety Commission in putting 
forward proposals for implementing the Framework and associated 
directives is: 
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(a) to avoid disrupting the basic framework established by HSWA, 
and to minimise change to the most recent regulations; 

(b) to continue where appropriate the modernisation of health and 
safety law made before 1974 and to take the opportunity to repeal 
outdated legislation; 

(c) to further the Health and Safety Commission’s philosophy of 
introducing control measures proportionate to the risk; 

(d) to propose regulations that meet the requirements of the 
directives, but do not go beyond them, so as to minimise the 
impact of alterations in the law at a time when the requirements 
of the EC necessarily mean considerable changes in it. 
Nevertheless, in implementing directives the Commission proposes 
where appropriate to extend the necessary controls to the self 
employed and to public safety in conformity with the provisions of 
HSWA. 

Precisely how this is done depends on the terms of each directive 
and its relation to UK law. 



The Biological Agents Directive (90/ 679/EEC) 

9. The Biological Agents Directive was adopted on 

26 November 1990. During EC negotiations the UK was successful in 
aligning most of it with UK law and practice. But because the 
Directive * s requirements are mandatory some of what is now 
established practice, but laid down in guidance rather than 
statutorily required, has to be embodied in the law. 

10. The Directive defines biological agents (but see paragraph 21 
below) , and sets out criteria for placing each agent in one of 
four categories according to the risk of human infection 
associated with it. The defining characteristics of a biological 
agent also include toxic and allergenic properties, but the 
infection criterion is the only one used for the classification 
scheme. The group into which an agent falls is to be taken into 
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account in preparing a risk assessment and in selecting 
containment or control measures * The classification scheme is 
based closely on the one developed in the UK by the Advisory 
Committee on Dangerous Pathogens (ACDP) and published in 
Categorisation of Pathogens According to Hazard and Categories of 
Containment (HMSO 199 0) . 

11. The Directive requires that employers carry out an assessment 
of the risks, and base on it the precautionary measures they take. 
A distinction is drawn between activities in which there is a 
deliberate intention to work with or use biological agents and 
activities where exposure is incidental (for example, agriculture 
or health care) . An indicative list of activities of the second 
sort is given, but the risk assessment remains the primary 
determinant of the action required. 

12 . The Directive requires that as far as the nature of the 
activity permits, that is to say where a choice of agent is 
possible, the least harmful one with which it is still possible to 
carry out the activity should be used. A range of specified 
control measures must then be considered and applied in the light 
of the assessment of risk. Some special measures, including rules 
for matching containment measures to the classification of the 
agent, are set out for certain types of health and veterinary care 
facility, laboratories, animal rooms and industrial processes. For 
activities other than industrial processes the containment 
measures that appear in annexes to the Directive are modelled on 
the ACDP scheme, and for industrial processes on the principles 
published by the OECD as recommendations for large scale work with 
genetically modified organisms (see paragraph 17 below) . 

13 . The remaining provisions of the directive broadly follow the 
pattern of COSHH, except for the requirements for a list to be 
kept of exposed workers where there is deliberate use of agents in 
the two most hazardous categories, or significant risk from them, 
and for notification to be given to the competent authority of 
certain activities involving biological agents. Notification 
requirements do however already exist in the UK under the Health 
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and Safety (Dangerous Pathogens) Regulations 1981 (see paragraph 
19 below) . 



The classification directive 

14 . Article 18 of the Biological Agents Directive requires the 
Council of Ministers to adopt a first list of agents classified in 
the three most hazardous groups. Article 19 provides for the list 
to be updated. 

15. A proposal for a directive containing this first list and 
amending the as yet empty Annex III of the Biological Agents 
Directive, together with notes on the application of the 
classification scheme, is under negotiation. The current draft 
parallels closely the current ACDP categorisation. Although 
expected to omit little the list will not be exhaustive and agents 
that do not appear in it will not implicitly be in group 1 (the 
least hazardous category) ; the correct group for them must be 
identified by applying the classification criteria. There is an 
indication in the draft list of which agents are likely to cause 
toxic or allergic reactions (bearing in mind that classification 
is on the basis of infection risk only) . When the list has been 
adopted by the Council of Ministers we propose that it should 
become an "Approved Classification" under COSHH, and be issued as 
a new edition of the ACDP categorisation document. The list is 
expected to be adopted in 1993, but if it is delayed then we 
propose that the existing ACDP categorisation should be used 
meanwhile. 



Classification nomenclature 

16. The Directive refers to the groups that result from the 
classification scheme as "risk" groups. Established practice in 
the UK, following the ACDP scheme, is to call them "hazard" 
groups, and it is proposed that this familiar nomenclature should 
be retained in the implementing legislation to avoid confusion. 
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Biological agents f genetic Modification and COSHH 

17. Separate sets of regulations already place some requirements 
on activities involving genetically modified organisms (GMOs) . 

They are the Genetically Modified Organisms (Contained Use) 
Regulations 1992, and the Genetically Modified Organisms 
(Deliberate Release) Regulations 1992, which implement directives 
90/2 19 /EEC and 90/ 220 /EEC respectively. Some biological agents 
will also be GMOs, and there will therefore be an overlap between 
COSHH and the GMO legislation. Where a duty is performed to comply 
with the more specific GMO regulations it will count as compliance 
with any overlapping requirements of COSHH. In particular, an 
assessment of risk carried out for the purpose of a notification 
made under the GMO regulations will constitute a major part of the 
assessment required by COSHH Regulation 6, and the draft 
amendments explicitly provide that dual notification under the GMO 
regulations and the amended COSHH regulations is unnecessary. 

18. It should be noted, however, that the classification schemes 
used in COSHH and the GMO Contained Use Regulations are very 
different from one another. A biological agent that falls or is 
treated as falling into hazard group 1 may be a Group II GMO, 
because of the environmental risks associated with it or because, 
even though now unlikely to cause human disease, it is derived by 
genetic modification from a pathogenic parent organism. In the 
latter case the GMO Regulations permit the selection of 
containment measures appropriate to the agent’s reduced virulence 
and its corresponding COSHH hazard group. Where there is a 
mismatch, as in the case of a GMO/biological agent which is non- 
hazardous to humans but environmentally harmful, the more 
stringent set of requirements must be followed. 



Notification of activities involving biological agents 

19. Article 13 of the Biological Agents Directive contains 
requirements for the notification to the competent authority of 
certain activities involving biological agents. They overlap with 
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those already in existence in the UK under the Health and Safety 
(Dangerous Pathogens) Regulations 1981 (DPR) . The proposed 
amendments add new notification requirements to COSHH which merge 
the provisions of the Directive and the requirements currently set 
out in DPR. DPR themselves are repealed. 

Outline of proposals 

20. We propose that the principal amending provisions concerning 
biological agents should be concentrated in a schedule to COSHH (a 
new Schedule 11) , rather than distributed throughout the existing 
text in the form of regulation by regulation amendments. Although 
the main regulations and the schedule will need to be taken 
together, this arrangement has the advantage that most of the new 
and specific biological agents provisions can be read as a whole. 
Amendments to Regulations 2 and 5 of the principal Regulations are 
needed however to introduce new definitions associated with 
biological agents and to activate the new schedule. 

Definitions 



21. A new definition of "micro-organism" is introduced into COSHH 
Regulation 2, and a definition of "biological agent" given in 
Schedule 11 paragraph 1. The definition of "biological agent" is a 
little wider than that given by the Directive, to take account of 
the possibility that there may be important harmful effects other 
than infection, toxic effects or allergy; for example, the 
possible colonisation of a worker by cells derived from tumours or 
immortalised cell cultures. 

Classification and risk assessment 



22. Schedule 11 paragraphs 1 and 3 introduce the classification 
criteria referred to above, and the Approved Classification which 
is to be based on the Classification Directive. A link is made in 
Schedule 11 paragraph 4 between classification and the risk 
assessment required by Regulation 6 . 
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Prevention and control of exposure 



23. Schedule 11 paragraphs 5 and 6 enlarge upon the existing 
COSHH Regulation 7, in its application to biological agents. They 
require first that substitution of an agent by a less harmful one 
should always be used where the nature of the activity permits, 
and then other means of preventing exposure where reasonably 
practicable. A list of measures for the control of any remaining 
exposure is then given, all of which must be considered and 
applied as appropriate in the light of the assessment of risk. 

This means that not all the measures will need to be applied, or 
applied in full, in every case. There will be situations where a 
particular measure has little effect on the risk. Some are likely 
to have little bearing except in activities where there is a 
deliberate intention to use or work with a particular agent. It 
should be noted that the provision of vaccines in appropriate 
cases, which appears in Article 14(3) of the Directive under the 
heading of Health Surveillance has been included as Schedule 11 
paragraph 6(i). 

24. Schedule 11 paragraphs 7 and 8 set out some additional 
measures for health and veterinary care facilities, laboratories, 
animal rooms and industrial processes, and give rules for the 
selection of containment measures on the basis of the 
classification of the agent. The table of containment measures for 
health and veterinary care facilities, laboratories and animal 
rooms set out in the draft Schedule 11 Part II is taken from the 
Biological Agents directive. It departs in some respects from the 
corresponding but more precisely formulated set of measures 
contained in the UK guidance referred to at paragraph 10 above. 
Table 1 of this document compares the two tables for those items 
where there are differences. We propose that the regulations as 
amended should follow the current established UK system rather 
than the directive in this respect, which would mean incorporating 
the measures shown on the left hand side of the levels section of 
Table 1. 
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Maintenance, examination and test of protective clothing and 
equipment 



25. Schedule 11 paragraph 9 adds some additional requirements to 
COSHH Regulation 9 in order fully to implement the Directive, and 
to prevent protective equipment from acting as the means by which 
biological agents are transmitted. 

Information for persons who may be exposed to biological agents 

26. Schedule 11 paragraph 10 enhances COSHH Regulation 12 to 
ensure that employees have written information about serious 
accident procedures and the handling of the most hazardous agents, 
and that they report accidents and incidents. 

List of employees exposed to certain biological agents 

27. Schedule 11 paragraph 11 sets out a new requirement for the 
keeping of a list of employees exposed to agents in the two most 
hazardous categories, limited (by Schedule 11 paragraph 2) to 
activities where there is a deliberate intention to use or work 
with the agents in question, or there is significant risk. The 
requirement for the list is separate from the requirement for 
health surveillance contained in COSHH Regulation 11. 

Notification of activities involving biological agents 

28. Schedule 11 paragraphs 12 to 14 set up the notification 
scheme referred to at paragraph 19 above. To implement the 
directive it extends to some agents other than those covered by 
DPR. Incorporation of the DPR provisions means that the new 
requirements go beyond the directive in some respects, 
particularly in the requirement to notify consignment, and this 
effect has been increased slightly by referring to group 4 instead 
of the more limited DPR category of "listed pathogen", in order to 
align the requirements from the two separate sources. 
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Supplementary ACoP on biological agents 



29. The draft ACoP at Appendix 2 gives guidance on the application 
to biological agents of both the principal regulations and the new 
scheduled provisions. It adds to, but does not replace, the 
general ACoP and should be read with it. Like the existing 
supplementary ACoP dealing with the application of COSHH to 
carcinogens it will be published together with the general ACoP in 
a single volume. 



Amendments to the general ACoP 

30. Some minor amendments to the general ACoP are necessary as a 
result of the new provisions. Appendix 3 shows what they are. 



Implications for industry 

31. The cost to industry of the new provisions is expected to be 
small, as they add little of substance to what is already 
required by the COSHH Regulations and DPR. Some cost will be 
incurred in making additional notifications, record keeping, and 
probably in a more general provision of vaccination than is 
current practice. The main cost however is estimated to result 
from the need for employers to familiarise themselves with the new 
law and consider whether changes to their risk assessments are 
needed. There are many activities involving adventitious exposure 
to biological agents where this may be called for. On the 
assumption that most of the employers affected do give the 
amendments this sort of attention, the net present value of the 
proposals over five years is estimated to be a cost of between £6M 
and £7M. 
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TABLE 1: COMPARISON OF CONTAINMENT MEASURES SPECIFIED BY ACDP GUIDANCE AND DIRECTIVE 90/679/EEC 

(see paragraph 24) 



H 

H 



CONTAINMENT MEASURES 



1. The workplace is to be separated from any other activities in the same 

building 



2, Input air and extract air to the workplace are to be filtered using HEPA 
or equivalent 



3. Access is to be restricted to nominated employees only 



4. The workplace is to be sealable to permit disinfection 

6. The workplace is to be maintained at an air pressure negative to atmosphere 



7. Efficient vector control eg rodents and insects 



9. Surfaces resistant to acids, alkalis, solvents, disinfectants 

(ACDP guidance extends also to item 8: surfaces impervious to water and 
easy to clean) 




11, An observation window, or alternative, is to be present, so that occupants 
can be seen 



A laboratory is to contain own equipment 



. Infected material including any animal is to be handled in a safety cabinet 
or isolator or other suitable containment 



14, Incinerator for disposal of animal carcases 



CONTAINMENT LEVELS 


ACDP GUIDANCE 


DIRECTIVE 90/679/EEC 




LEVEL 






LEVEL 




2 


3 


4 


2 


3 


4 


No 


Yes 


Yes 


No 


Reconmended 


Yes 


No 


Yes, on 


Yes, on input 


No 


Yes, on 


Yes, on input 


extract air 


and double on 




extract air 


and extract 






extract ai r 






air 


Yes 


Yes , 


Yes, 


Recommended 


Yes 


Yes, via 


authori sed 


authorised 






airlock 




personnel 


personnel via 
airlock key 












procedure 








No 


Yes 


Yes 


No 


Recommended 


Yes 


Yes, if 
mechanical ly 
ventilated 


Yes 


Yes 


No 


Reconmended 


Yes 


Yes, for 


Yes, for 


Yes 


Recommended 


Yes 


Yes 


animal 


animal 










contai nment 


containment 










Yes, for 


Yes, for 


Yes, for 


Recommended 


Yes 


Yes 


bench 


bench and 


bench, floor. 










floor (and 


walls and 










walls for 
animal 

containment) 


ceiling 








No 


Yes 


Yes 


Recommended 


Reconmended 


Yes 


No 


Yes, as 
appropriate 


Yes 


No 


Reconmended 


Yes 


Yes, where 


Yes 


Yes 


Where 


Yes where 


Yes 


aerosol 




(Class III 


appropriate 


infection is 




produced 




eabi net) 




by airborne 
route 




Yes. on site 


Yes, on site 


Yes, on site 


Recommended 


Yes, 


Yes, on site 


(for animal containment) 

I l 




available 
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APPENDIX 1 



PROPOSALS FOR AMENDING THE CONTROL OF SUBSTANCES HAZARDOUS TO 
HEALTH REGULATIONS 1988 IN RELATION TO BIOLOGICAL AGENTS 



1. Regulation 2(1) of the Control of Substances Hazardous 
to Health Regulations 1988 ("the principal Regulations") shall be 
amended as follows - 

(a) after the definition of "approved list" insert the 
following definition - 

""biological agent" has the meaning assigned to it by 
Schedule 11 ; " ; 

(b) for the definition of "micro-organism" substitute the 
following definition - 

' "micro-organism" means a microbiological entity, 
cellular or non-cellular , which is capable of 
replication or of transferring genetic material;"; 

(c) in the definition of "substance hazardous to health" for 
sub-paragraph (c) substitute the following sub-paragraph 

"(c) a biological agent;". 

2. At the end of regulation 5 of the principal Regulations 
insert the following paragraph - 

"(4) Schedule 11 of these Regulations shall have effect 
in relation to biological agents.". 
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3 o 



In regulation 7(2) of the principal Regulations , after 
the word 58 carcinogen” insert the words "or to a biological 
agent" . 



4. In regulation 7(3) of the principal Regulations, after 
the word "substances" insert the words "other than biological 
agents, which are". 
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SCHEDULE TO BE INSERTED AS SCHEDULE 11 
TO THE PRINCIPAL REGULATIONS 



Regulation 5(4) 



SCHEDULE 11 

SPECIAL PROVISIONS RELATING TO BIOLOGICAL AGENTS 

PART I 

PROVISIONS OF GENERAL APPLICATION TO BIOLOGICAL AGENTS 



Interpretation 

1. In this Schedule - 

(a) "adequate" means adequate having regard only to the 
nature of the biological agent and the nature and degree 
of exposure to a biological agent and "adequately" shall 
be construed accordingly. 

(b) "approved classification of biological agents" means the 

classification approved and published by the Health and 
Safety Commission entitled 

as revised or re- 
issued from time to time. 

(c) "biological agent" means any micro-organism, cell 
culture, or human endoparasite, including any which have 
been genetically modified, which may cause any 
infection, allergy, toxicity or otherwise create a 
hazard to human health. 
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(d) 83 cell culture" means the in-vitro growth of cells 
derived from multicellular organisms. 

(e) "diagnostic service" means any activity undertaken 
solely with the intention of - 

(i) identifying a biological agent, 

(ii) isolating or identifying other organisms from 

specimens or samples containing, or suspected of 
containing, a biological agent, 

(iii) analysing specimens or samples from a human patient 
known to be, or suspected of, harbouring a 
biological agent for purposes relating to the 
assessment of the clinical progress, or assistance 
in the clinical management of, a patient, 

and "diagnosis" shall be construed accordingly. 

(f) "Group" means one of the four hazard Groups specified in 
paragraph 3 into which biological agents are 
classified. 



Application 

2. - (1) This Schedule shall have effect with a view to 
protecting employees against risks to their health, whether 
immediate or delayed, arising from exposure to biological agents 
except that paragraph 11 shall not apply where the results of the 
assessment referred to in regulation 6 indicate that - 

(a) the activity does not involve a deliberate intention to 
work with or use a biological agent; and 
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(b) there is no significant risk to the health of employees. 



(2) Unless otherwise expressly provided, the provisions of 
this Schedule shall have effect in addition to and not in 
substitution for other provisions of these Regulations. 



Classification of biological agents 

3. Every biological agent shall be classified into one of 
four hazard Groups according to its level of risk of infection - 

(a) Group 1 - unlikely to cause human disease; 

(b) Group 2 - can cause human disease and may be a 

hazard to employees; it is unlikely to spread to the 
community and there is usually effective prophylaxis 
or treatment available; 

(c) Group 3 - can cause severe human disease and may be 

a serious hazard to employees; it may spread to the 

community, but there is usually effective prophylaxis or 
treatment available; 

(d) Group 4 - causes severe human disease and is a 
serious hazard to employees; it is likely to spread to 
the community and there is usually no effective 
prophylaxis or treatment available. 



Assessment of health risks 

4 . - (1) Without prejudice to the generality of regulation 
6, every employer who intends to carry on any work which is liable 
to expose his employees to any biological agent shall take account 
of the approved classification of that agent when making an 
assessment of the risks created by that work. 
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(2) Where the biological agent does not appear in the 
approved classification of biological agents the employer shall 
assign it provisionally to one of the Groups in paragraph 3, 
having regard to the nature of the agent and the properties of 
which he may reasonably be expected to be aware; and if in doubt 
he shall assign it to the highest hazard Group among the 
alternatives. 



Prevention of exposure to biological agents 

5. Without prejudice to the generality of regulation 7(1), 
if the nature of the activity so permits, every employer shall 
ensure that the exposure of his employees to a hazardous 
biological agent is prevented by substituting a biological agent 
which, under its conditions of use, is less hazardous. 



Control of exposure to biological agents 

6. Where, notwithstanding paragraph 5, there remains a risk 
of exposure to a biological agent and it is not otherwise 
reasonably practicable to prevent that exposure then it shall be 
adequately controlled, in particular by the following measures 
which are to be applied in the light of the results of the 
assessment - 

(a) keeping as low as practicable the number of employees 
exposed or likely to be exposed to the biological agent; 

(b) designing work processes and engineering control 
measures so as to avoid or minimise the release of 
biological agents into the place of work; 

(c) using the biohazard sign depicted in Part IV of this 
Schedule and other relevant warning signs; 
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(d) drawing up plans to deal with accidents involving 
biological agents; 

(e) instituting means for the safe collection, storage 
and disposal of waste, including the use of secure and 
identifiable containers, after suitable treatment where 
appropriate; 

(f) making arrangements for the safe handling and 
transport of biological agents within the workplace; 

(g) specifying procedures for taking, handling and 
processing samples that may contain biological agents ; 

(h) providing collective protection measures and, where 
exposure cannot be avoided by other means, individual 
protection measures including, in particular, the supply 
of appropriate protective clothing or other special 
clothing; 

(i) where applicable, making available effective vaccines 
for those employees who are not already immune to the 
biological agent to which they are exposed or are 
liable to be exposed; 

(j) instituting hygiene measures compatible with the aim 
of preventing or reducing the accidental transfer or 
release of a biological agent from the workplace, 
including, in particular - 

(i) the provision of appropriate and adequate washing 
and toilet facilities ; and 

(ii) the prohibition of eating, drinking and application 
of cosmetics in working areas where there is a risk 
of contamination by biological agents. 
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In -this paragraph ” appropriate" in relation to clothing and 
hygiene measures means appropriate for the risks involved and 
the conditions at the place where exposure to the risk may 
occur . 



Special control measures for health and veterinary care facilities 

7- - (1) Every employer in health and veterinary care 
facilities, other than diagnostic laboratories, shall ensure that 
measures taken to control adequately the exposure of his employees 
to biological agents include in particular - 

(a) specifying appropriate decontamination and disinfection 
procedures ; and 

(b) implementing procedures enabling contaminated waste to 
be handled and disposed of without risk to health. 

(2) Without prejudice to the generality of sub-paragraph 
(1) above, in isolation facilities where there are human patients 
or animals who are, or who are suspected of being, infected with a 
Group 3 or Group 4 biological agent, the employer shall select 
the most suitable containment measures from those listed in Part 
II of this Schedule with a view to controlling adequately the risk 
of infection. 



Special control measures for laboratories, animal rooms and 
industrial processes 

8. - (1) Every employer who is engaged in any of the 
activities specified in sub-paragraph (3) below shall ensure that 
measures taken to control adequately the exposure of his employees 
to biological agents include, in particular, the most suitable 
combination of containment measures from those listed in Parts II 
and III of this Schedule as appropriate, taking into account - 
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(a) the nature of the activity specified in sub-paragraph 

(3) below; 

(b) the minimum containment level specified in sub-paragraph 

(4) below; and 

(c) the assessment of risk made under regulation 6. 

(2) An employer who is engaged in any of the activities 
specified in sub-paragraph (3) (a) and (b) below shall select 
measures from Part II of this Schedule whilst an employer who is 
engaged in the activity specified in sub-paragraph (3) (c) below 
shall select measures from Part III of this Schedule. 

(3) The activities referred to in sub-paragraph (1) above 

are - 

(a) research, development, teaching or diagnostic work in 
laboratories which involves the handling of a Group 2, 3 
or 4 biological agent; 

(b) keeping or handling of laboratory animals which have 
been deliberately infected with a Group 2 , 3 or 4 
biological agent or which are or are suspected to be 
naturally infected with such an agent; and 

( c ) industrial processes which involve the use of a Group 2, 
3 or 4 biological agent. 

(4) The minimum containment level referred to in sub- 
paragraph (l) above shall be - 

(a) level 2 for activities involving the handling of a 
Group 2 biological agent; 

(b) level 3 for activities involving the handling of a 
Group 3 biological agent; 
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(c) level 4 for activities involving the handling of a 
Group 4 biological agent; 

(d) level 2 for laboratories which do not intentionally 
work with biological agents but in respect of which 
there exist uncertainties about the presence of 
biological agents; 

(e) level 3 or 4, when appropriate, for laboratories which 
do not intentionally work with biological agents but 
where the employer knows or suspects that a higher 
containment level is necessary; except where guidelines 
approved by the Health and Safety Commission indicate 
that, in the particular case, a lower containment level 
is appropriate; and 

(f) level 3 for activities where it has not been possible to 
carry out a conclusive assessment of a biological agent 
but concerning which it appears that the use envisaged 
might involve a serious health risk for employees. 



Examination and maintenance of personal protective equipment 

9. - (1) Every employer who provides personal protective 
equipment, including protective clothing, to meet the requirements 
of these regulations as they apply to biological agents shall 
ensure that it is - 

(a) properly stored in a well-defined place; 

(b) checked and cleaned if practicable before, and in any 
case after, each use; and 

(c) repaired, where defective, or replaced before further 
use . 
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(2) Personal protective equipment which may be contaminated 
by biological agents shall be - 

(a) removed on leaving the working area; and 

(b) kept apart from other clothing and equipment. 

(3) The employer shall ensure that the equipment referred to 
in sub-paragraph (2) above is subsequently decontaminated and 
cleaned or, where appropriate, destroyed. 



Information for persons who may be exposed to biological agents 

10. -(1) Every employer shall provide written instructions 
at the workplace and, if appropriate, display notices which shall, 
as a minimum, include the procedure to be followed in the case of- 

(a) a serious accident or serious untoward incident 
involving the handling of a biological agent; or 

(b) the handling of a Group 4 biological agent. 

(2) Every employee shall report forthwith any accident or 
untoward incident involving the handling of a biological agent to 
his employer or to any other employee of that employer with 
specific responsibility for the health and safety of his fellow 
employees. 

(3) Every employer shall inform his employees or their 
representatives - 

(a) forthwith, of any accident or incident which may have 
resulted in the release of a [biological agent which 
could cause severe human disease; ] [Group 3 or Group 4 
biological agent;] and 
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(b) as soon as practicable thereafter, of 



(i) the causes of such an accident or incident, and 

(ii) the measures taken or to be taken to rectify the 
situation. 



List of employees exposed to certain biological agents 

11. -(1) Subject to paragraph 2(1), every employer shall 
keep a list of employees exposed to a Group 3 or Group 4 
biological agent, indicating the type of work done and, where 
practicable, the biological agent to which they have been exposed, 
as well as records of exposures, accidents and incidents, as 
appropriate. 

(2) The list shall be kept for at least 40 years following 
the last known exposure of the employee concerned. 

(3) The employment medical adviser or appointed doctor 
referred to in regulation 11, and any employee of that employer 
with specific responsibility for the health and safety of his 
fellow employees, shall have access to the list. 

(4) Each employee shall have access to the information on 
the list which relates to him personally. 



Notification of the use of biological agents 

12.- (1) Subject to sub-paragraphs (5) and (6) below, an 
employer shall not store or use for the first time any biological 
agent in Groups 2, 3, or 4 at any premises unless he has notified 
the Health and Safety Executive in writing of his intention to do 
so at least 3 0 days in advance and with that notification has 
furnished the particulars specified in sub-paragraph (3) below. 



23 

Printed image digitised by the University of Southampton Library Digitisation Unit 



(2) Subject to sub-paragraphs (5) and (7) below, 
notification in accordance with sub-paragraph (1) above shall also 
be made of the storage or use for the first time of - 

(a) each subsequent Group 4 biological agent; and 

(b) each subsequent Group 3 biological agent where that 
agent does not appear in the approved classification of 
biological agents. 

(3) The particulars to be included in the notification 
referred to in sub-paragraphs (1) and (2) above shall be - 

(a) the name and address of the employer and the address of 
the premises where the biological agent will be used; 

(b) the name, qualifications and relevant experience of any 
employee of that employer with specific responsibility 
for the health and safety of his fellow employees; 

(c) the results of the assessment referred to in regulation 

6 ; 

(d) the identity of the biological agent; and 

(e) the preventive and protection measures that are 
envisaged. 

(4) Where there are substantial changes to processes or 
procedures of importance to health or safety at work which render 
the original notification out of date the employer shall notify 
the Health and Safety Executive forthwith in writing of those 
changes . 

(5) Sub-paragraphs (1) and (2) above shall not apply where 
an intention to use a biological agent has been previously 
notified to the Health and Safety Executive in accordance with the 
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Genetically Modified Organisms (Contained Use) Regulations 1993 

C 1 ). 



( 6 ) Sub-paragraph (1) above shall not apply to an employer 
who intends to provide a diagnostic service in relation to 

a biological agent in Groups 2 or 3 unless it will involve a 
process likely to propagate or concentrate that agent. 

(7) Sub-paragraph (2) above shall not apply to an employer 
who intends to provide a diagnostic service unless it will involve 
a process likely to propagate or concentrate a biological agent. 



Motif icat ion of the consignment of biological agents 

13 .- (1) A person shall not consign any of the biological 
agents listed in Part V of this Schedule or anything containing, 
or suspected of containing, such an agent to any other premises, 
whether or not those premises are under his ownership or control, 
unless he has notified the Health and Safety Executive in writing 
of his intention to do so at least 30 days in advance (or such 
lesser period as the Health and Safety Executive may approve in a 
particular case) and with that notification has furnished the 
particulars specified in sub-paragraph (4) below. 



(2) Sub-paragraph (1) above shall not apply where - 

(a) the biological agent is being consigned for 
for the purpose of diagnosis; or 

(b) the thing containing or suspected of containing a 
biological agent is being consigned solely for the 
purpose of disposal. 



( 1 ) S.I. 1993/ 
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(3) Where a biological agent listed in Part V of this 
Schedule is imported into Great Britain, the consignee shall give 
the notice required by sub-paragraph (1) above. 

(4) The particulars to be included in the notification 
referred to in sub-paragraph (1) above shall be - 



(a) 


the identity of the biological agent and the volume of 
the consignment; 


(b) 


name of the consignor; 


(c) 


the address of the premises from which it will be 
transported ; 


(d) 


the name of the consignee; 


(e) 


the address of the premises to which it shall be 
transported; 


(f) 


the name of the transport operator responsible for the 
transportation ; 


(g) 


the name of any individual who will accompany the 
consignment; 


(h) 


the method of transportation; 


(i) 


the packaging and any containment precautions which will 
be taken ; 



(j) the route which will be taken; and 

(k) the proposed date of transportation. 
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Notification to the Health Ministers 



14®- (1) Upon receipt of any notification submitted in 
accordance with paragraphs 12 and 13 the Health and Safety 
Executive shall notify the appropriate Health Minister forthwith 
in writing that a biological agent is to be or is no longer to be 
used or consigned. 

(2) In sub-paragraph (1) above "Health Minister 88 means, in 
respect of England, Scotland or Wales, the Secretary of State 
concerned with health in that country. 
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PART II 



CONTAINMENT MEASURES FOR HEALTH AND VETERINARY CARE FACILITIES, 

LABORATORIES AND ANIMAL ROOMS 



The measures listed in the table below shall be applied 
according to - 

(a) the nature of the activities; 

(b) the assessment of risk to employees; and 

(c) the nature of the biological agents concerned. 
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Centaifwrst Levels 


Coitai rsssent Ifeassjres 


2 


3 


4 


1* The workplace is to be separated from any other 
activities in the same building 


No 


Recommended 


Yes 


2. Input air and extract air to the workplace are 
to be filtered using (HEPA) or likewise 


No 


Yes, on extract 
air 


Yes, on input 
and extract air 


3. Access is to be restricted to nominated 
employees only 


Rec amended 


Yes 


Yes, via 
airlock 


4. The workplace is to be sealable to permit 
disinfection 


No 


Recommended 


Yes 


5. Specified disinfection procedures 


Yes 


Yes 


Yes 


6. The workplace is to be maintained at an air 
pressure negative to atmosphere 


No 


Recommended 


Yes 


7. Efficient vector control e.g. rodents and 
insects 


Recommended 


Yes 


Yes 


8. Surfaces impervious to water and easy to clean 


Yes, for bench 


Yes, for bench 
and floor 


Yes, for bench, 
floor, walls 
and cei ling 


9. Surfaces resistant to acids, alkalis, solvents, 
disinfectants 


Recommended 


Yes 


Yes 


10. Safe storage of a biological agent 


Yes 


Yes 


Yes, secure 
storage 


11. An observation window, or alternative, is to be 
present, so that occupants can be seen 


Recommended 


Recommended 


Yes 


12. A laboratory is to contain its own equipment 


No 


Recommended 


Yes 


13. Infected material including any animal is to be 
handled in a safety cabinet or isolator or other 
suitable containment 


Where 

appropriate 


Yes, where 
infection is by 
airborne route 


Yes 


14. Incinerator for disposal of animal carcases 


Recommended 


Yes 

(available) 


Yes, on site 
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PART III 



CONTAINMENT MEASURES FOR INDUSTRIAL PROCESSES 

1- For work with Group 1 biological agents, including live 
attenuated vaccines, the principles of good occupational hygiene 
and safety should be observed. 

2. For work with Group 2, 3 or 4 biological agents, subject 
to paragraph 8(4) of Part I of this Schedule, it may be 
appropriate to select and combine containment measures from 
different categories in the table below on the basis of a risk 
assessment related to any particular process or part of a process. 
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Conta indent Levels 


tLOTnaimmt Beas&ires 


2 


3 


4 


1. Viable micro-organisms should be contained in a 
system which physically separates the process 
from the envi ronment (closed system) 


Yes 


Yes 


Yes 


2. Exhaust gases from the closed system should be 
treated so as to 


Minimise 

release 


Prevent 

release 


Prevent 

release 


3. Sample collection, addition of materials to a 
closed system and transfer of viable micro- 
organisms to another closed system, should be 
performed so as to: 


Minimise 

release 


Prevent 

release 


Prevent 

release 


4. Bulk culture fluids should not be removed from 
the closed system unless the viable micro- 
organisms have been: 


Inactivated by 
validated means 


Inactivated by 
validated 
chemical or 
physical means 


Inactivated by 
validated 
chemical or 
physical means 


5. Seals should be designed so as to: 


Minimise 

release 


Prevent 

release 


Prevent 

release 


6. Closed systems should be located within a 
controlled area 


Optional 


Optional 


Yes, and 
purpose-bui It 


(a) Biohazard signs should be posted 


Optional 


Yes 


Yes 


(b) Access should be restricted to nominated 
personnel only 


Optional 


Yes 


Yes, via 
airlock 


(c) Personnel should wear protective clothing 


Yes, work 
clothing 


Yes 


Yes, a complete 
change 


(d) Decontamination and washing facilities should 
be provided for personnel 


Yes 


Yes 


Yes 


(e) Personnel should shower before leaving the 
controlled area 


No 


Optional 


Yes 


(f) Effluent from sinks and showers should be 
collected and inactivated before release 


No 


Optional 


Yes 


(g) The controlled area should be adequately 
ventilated to minimise air contamination 


Optional 


Optional 


Yes 


Ch) The controlled areas should be maintained at 
an air pressure negative to atmosphere 


No 


Opt i ona l 


Yes 


(i) Input and extract air to the controlled air 
should be HEPA filtered 


No 


Optional 


Yes 


(j) The controlled area should be designed to 
contain spillage of the entire contents of 
closed system 


Optional 


Yes 


Yes 


(k) The controlled area should be sealable to 
permit fumigation 


No 


Optional 


Yes 


7. Effluent treatment before final discharge 


Inactivated by 
validated means 


Inactivated by 
validated 
chemical or 
I physical means 


Inactivated by 
I validated 

physical means 
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PART IV 



BIOHAZARD SIGN 



The biohazard sign required by paragraph 6 of Part I of this 
Schedule shall be - 



(a) ...» ; and 

(b) in the form of the following diagram. 
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PART V 



LIST OF BIOLOGICAL AGENTS REFERRED TO IN PARAGRAPH 13(1) and (3) 

OF PART I OF THIS SCHEDULE 

(a) All Group 4 biological agents, 

(b) Rabies virus, 

(c) Simian Herpes B virus, 

(d) Venezuelan Equine Encephalitis virus. 
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APPEMBXX 2 



DRAFT APPROVED CODE OF PRACTICE 
Motice of approval 

By virtue of section 16 (4) of the Health and Safety at Work etc 
Act 1974 and with the consent of the Secretary of State for 
Employment , the Health and Safety Commission has on [date] 
approved the Code of Practice entitled Control of Biological 
Agents . 

The Code of Practice gives supplementary practical guidance on the 
Control of Substances Hazardous to Health Regulations 199- and 
should be read with the general Approved Code of Practice entitled 
Control of Substances Hazardous to Health (nth edition) . 

The Code of Practice comes into effect on [date] . 



Preface 

This Code of Practice has been drawn up on the basis of joint 
discussions between representatives of the Confederation of 
British Industry, the Trades Union Congress, the Local 
Authorities, Government Departments, independent experts and the 
Health and Safety Executive, with the advice of the Health and 
Safety Commission's Advisory Committee on Dangerous Pathogens. 

The Code has been approved by the Health and Safety Commission, 
with the consent of the Secretary of State, under section 16 of 
the Health and Safety at Work etc Act 1974 for the purpose of 
providing practical guidance on the provisions of the Control of 
Substances Hazardous to Health Regulations 1988 in relation to 
biological agents. It should be read together with the general 
Approved Code of Practice Control of Substances Hazardous to 
Health (nth edition) , which it supplements and reinforces but does 
not replace. 

Although failure to observe any provision of this Code is not in 
itself an offence, that failure may be taken by a Court in 
criminal proceedings as proof that a person has contravened the 
regulation to which the provision relates. In such a case, 
however, it will be open to that person to satisfy a Court that he 
has complied with the regulation in some other way. 
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Words and expressions which are defined in the Health and Safety 
at Work etc Act 1974 or in the Control of Substances Hazardous to 
Health Regulations 1988 have the same meaning in this Code unleess 
the context requires otherwise. 



Scope of this code 

1. This Code applies where persons are exposed , or are liable to 
be exposed, to anything defined as a biological agent in the 
Control of Substances Hazardous to Health Regulations 199- . 

2. The application of the Code will depend on the potential of a 
biological agent to cause disease and on the nature and degree of 
exposure. The precautions that have to be taken under the 
Regulations will be determined by the risk of harm and the scope 
for reducing it. 

3. The Code is intended to give practical guidance, in relation 
to work involving biological agents, on the COSHH Regulations and 
certain aspects of the General ACoP. It does not replace the 
General ACoP but adds to it guidance dealing with the special 
features of biological agents. The two codes are complementary and 
should be used together. 



Definitions and classification 

Regulation 2 and Schedule 11 paragraphs 1 and 3 

4. The definition of "biological agent" includes the general 
class of micro-organisms, and also cell-cultures and human 
endoparasites , provided that they have the specified harmful 
properties. Most biological agents are micro-organisms, among 
which are bacteria, viruses, fungi, microscopic parasites (such as 
malarial parasites, amoebae and trypanosomes) and the microscopic 
infectious forms of larger parasites (eg the microscopic ova and 
infectious larval forms of helminths pathogenic to humans) . 

5. Biological agents are classified into four hazard groups 
according to their ability to cause infection , the severity of the 
disease that may result, the risk that infection will spread to 
the community, and the availability of vaccines and effective 
treatment. A biological agent may have toxic, allergenic or other 
harmful properties, and may even be non-inf ectious , but the 
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infection criterion is the only one used for classification 
purposes . 

6. Any biological agent which appears in the Approved 
Classification falls into the class specified there, except that 
where a strain is attenuated or has lost known virulence genes it 
may in effect be reclassified for the purpose of selecting 
containment measures under Schedule 11 paragraphs 7 and 8. That is 
to say it may be treated as though it were a different agent from 
the parent that appears in the Approved Classification. 

7. The Approved Classification is not exhaustive and a biological 
agent that does not appear in it does not automatically fall into 
group 1. The correct group for an unlisted agent must be 
determined by the employer, applying the infection criterion set 
out in Schedule 11 paragraph 3 and taking into account the 
relevant factors used in making the risk assessment required by 
COSHH Regulation 6 (see also paragraphs 8-13 of this Code) . 



Assessment of health risks created by work involving biological 
agents 

Regulation 6 and Schedule 11 paragraph 4 

8 . The General Code gives guidance on assessment . For biological 
agents, as distinct from other substances hazardous to health, the 
assessment should reflect the ability they may have to replicate 
and infect. In general there will not be a dose-response 
relationship of the kind that exists for many other substances, 
and risk may be high at small exposures. Relevant information on 
the nature of a particular agent includes that prepared by the 
Advisory Committee on Dangerous Pathogens. 

9. Where an assessment has been made to meet the requirements of 
the Genetically Modified Organisms (Contained Use) Regulations or 
the Genetically Modified Organisms (Deliberate Release) 

Regulations it need not be repeated for the same risks and 
activities to comply with COSHH Regulation 6. 

10. What will count as a sufficient and suitable assessment will 
be partly determined by the extent to which exposure results from 
deliberate intention to use or work with a biological agent, or, 
while still associated with the work, is incidental to its main 
purpose (see also the general ACoP (3rd edition) paragraph 9) . 
Examples of activities in which there may be work-related 
incidental exposure are food production, agriculture, refuse 
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disposal and work in sewage purification and health care. In such 
cases the range of applicable control measures may be limited. 

Even so, where the nature of the risk and the adequacy of proposed 
control measures are not immediately obvious a systematic 
assessment should be carried out even though exposure to 
biological agents is not an intrinsic aspect of the activity. 

11. In medical and veterinary care facilities, and, for example, 
livestock farming and slaughter-house work, the assessment should 
take account of uncertainties about the presence of infectious 
agents in patients or animals. The risks associated with tissues 
and other waste material removed from patients and animals, or 
specimens sent for examination, should be assessed at each stage 
of handling: for example, during clinical care, surgery, biopsy 
and other specimen collection, specimen handling and 
transportation, laboratory examination and waste disposal. 

12. Subject to paragraphs 10 and 11 above, an assessment for 
biological agents should include consideration of: 

(a) the biological agents that may be present; 

(b) what hazard groups they belong to; 

(c) what form they are in; 

(d) the diseases they may cause; 

(e) how and where they are present and how they are transmitted; 

(f) the likelihood of exposure and consequent disease (including 
the identification of workers who may be particularly 
susceptible) , drawing on evidence of the prevalence of infection 
or other ill-effect as experienced within a particular industry 
sector or workplace; 

(g) the practicability of substitution by a less hazardous agent 

(h) the' control measures to be applied, and minimisation of the 
number of persons exposed; 
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(i) the need for monitoring procedures; 

(j) the need for health surveillance procedures. 

13. In considering the agent itself and its effects the assessor 
should take the following into account: 

(a) the forms in which the agent may appear, including the 
possibility that it may form hardy spores or cysts that may be 
resistant to disinfection, or go through a developmental cycle in 
which there are non-infectious forms or dependence on an 
intermediate host; 

(b) the possible presence of "passenger" or contaminant viruses or 
other agents in otherwise non-hazardous cell cultures; 

(c) the possibility that cells derived from tumours, or other 
cells rendered immortal, may be capable of colonising an exposed 
person following accidental innoculation; or that cells, 
especially if genetically modified, may produce high levels of 
hazardous proteins; 

(d) that it may be necessary to assume the presence of agents as 
yet unidentified, for example those assumed to be associated with 
the transmissible spongiform encephalopathies. 



Prevention or control of exposure to biological agents 
Regulation 7 and Schedule 11 paragraphs 5 and 6 

14. The selection of control measures for biological agents 
should take into account the fact that there are no exposure 
limits for them. Their ability to replicate and to infect at very 
small doses means that exposure may have to be reduced to levels 
that are vanishingly low. 

15. For each activity the first consideration should be whether 
it can be carried out in a way that involves exposure to a less 
harmful biological agent. This may be practicable for example in 
teaching and some types of research. If there is more than one way 
of carrying out the activity then the method carrying the least 
risk should be chosen. 

16. If the least harmful alternative still involves exposure or 
potential exposure to a biological agent, or the nature of the 
activity is such that there is no choice, and it is not reasonably 
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practicable to prevent exposure by some other means , then exposure 
should be adequately controlled. All of the measures listed in 
Schedule 11 paragraph 6 should be considered, and each should be 
used where and to the extent that: 

(a) it is applicable; and 

(b) the assessment carried out under Regulation 6 shows 
that it will lead to a non-negligible reduction in risk. 

17. Not all the listed measures will be required in every case. 
The assessment may indicate for example that a specific mode of 
transmission and route of infection is required, a susceptible 
host is needed, there is a low prevalence of the infection in that 
particular activity, and that illness is easily treatable leading 
to rapid and complete recovery. In such a case the risk would be 
relatively low and the control measures required less stringent. 
Another factor that will determine whether controls are to be 
applied will be the extent to which the activity involves the 
handling or deliberate use of a biological agent, or exposure is 
incidental to the main purpose of the work (see also paragraph 10 
above) . But the level of risk should be the principal 
consideration, and even where exposure is incidental to the 
activity, if the risk is sufficiently high and some of the listed 
measures can reduce it they should be applied in full. 



Health and veterinary care , laboratories, animal rooms and 

industrial processes 

Schedule 11 paragraphs 7 and 8 

18. Certain special measures are required in health and 
veterinary care facilities, laboratories, animal rooms and 
industrial processes , to ensure that biological agents are not 
transmitted to workers or outside the controlled area. For 
laboratories, animal rooms and industrial processes rules are laid 
down for the derivation of containment level from the hazard 
classification of the agent, or from what is suspected about the 
possible presence of an agent. Laboratories screening for an agent 
that falls into group 3 or 4, but which is not ordinarily expected 
to be present (for example a microbiological laboratory in a food 
factory screening for salmonella, with the possibility of finding 
Salmonella typhi) , should achieve at least containment level 2 
(Schedule 11 paragraph 8(4) (d) ) , but switch to the appropriate 
higher level if the agent is found and if work is to continue with 
it. Schedule 11 paragraph 8(4) (e) requires that in a laboratory 
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that: does not deliberately work with biological agents, but the 
presence of agents calling for containment levels 3 or 4 is 
nevertheless known or suspected, then those containment levels 
should be used, unless guidance issued by HSE makes it clear that 
lower level is permissible. Guidance may indicate, for example, 
that in serology, clinical chemistry, haematology or forensic 
science laboratories where materials liable to be contaminated 
with a particular group 3 virus are handled, modified level 2 
containment may nevertheless be used. Employers should be sure of 
the scope and meaning of guidance before making a decision to use 
a lower level of containment on the basis of it, and it in doubt 
should consult HSE. Agents with reduced virulence may also be 
used at a lower than normal level of containment if the alteration 
has effectively changed their classification (see paragraph 6 
above) . 

19. A biological agent that falls or is treated as falling into 
hazard group 1 may be a Group II GMO as defined in the Genetically 
Modified Organisms (Contained Use) Regulations, because of 
environmental risks associated with it or because, though now 
unlikely to cause human disease, it is derived by genetic 
modification from a pathogenic parental organism. In the latter 
case the GMO Regulations may permit the selection of containment 
measures appropriate to the agent's reduced virulence and 
corresponding COSHH hazard group. Where there is a mismatch, as in 
the case of a GMO/biological agent which is non-ha zardous to 
humans but environmentally harmful, the more stringent 
requirements should be followed. 

20. Where the rules set out in Schedule 11 paragraphs 7 and 8 
lead to a particular containment level for an activity, all the 
measures appropriate to that level should normally be used. Some 
selection may be done, however, to suit individual circumstances, 
provided that by doing so risk is not increased. 

Maintenance, examination and test of protective clothing and 
equipment 

Regulation 9 and Schedule 11 paragraph 9 

21. Schedule 11 paragraph 9 sets out additional requirements in 
respect of personal protective equipment used to protect workers 
against biological agents. The object of these requirements is to 
prevent the equipment itself from acting as the means by which 
agents are transmitted, and they should be followed accordingly. 
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Monitoring exposure at the workplace 
Regulation 10 

22. The routine use of atmospheric and personal sampling methods 
to obtain a quantitive estimate of exposure is not normally 
appropriate to biological agents and is therefore not "requisite 5 
under Regulation 10. Where a suitable technique is available, 
however, and the information obtained can be acted upon in the 
maintenance of adequate control or the protection of workers 3 
health, testing for the presence of an agent outside the primary 
physical confinement is "requisite” and should be carried out. 

The integrity of industrial process systems for example filters, 
seals, or pipe work joints) may be tested by swabbing and air 
sampling provided that methods are standardised, sufficiently 
sensitive and of proven effectiveness, but wherever possible such 
testing should be done using harmless surrogate organisms whose 
release under test conditions mimics the release of process 
organisms. 



Health Surveillance 
Regulation 11 

23. The general ACoP gives guidance on health surveillance. One 
possible objective of health surveillance where workers are 
exposed to biological agents is to assess their immunity , for 
example before a vaccine is offered. But routine testing for 
antibody or the taking of specimens to attempt to isolate 
infectious agents is not generally appropriate until there is an 
indication that infection may have occurred. 

24. Susceptibility to microbial allergens is not predictable, but 
when an allergy develops it may be possible to show by 
immunological testing which agents are responsible. Where there 
is evidence of allergy in an individual, health surveillance of 
that person should be carried out if it can be demonstrated that 
it is associated with the work. 

25. Where workers are known to be exposed to respiratory 
sensitisers of biological origin, all should be under surveillance 
unless assessment shows that there is unlikely to be a risk under 
the conditions of the work. The level of surveillance should be 
related to the degree of risk identified. [Cross reference to 
proposed ACoP on respiratory sensitisers] . 
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Information for persons who nay be exposed to biological agents 
Regulation 12 and Schedule 11 paragraph 10 

26. Schedule 11 paragraph 10 requires that where workers are 
exposed to biological agents the information and instruction given 
to them on the following subjects under COSHH Regulation 12, if 
applicable, should be set down in the form of written 
instructions : 

(a) the procedure to be followed after a serious accident or 
incident involving the handling of a biological agent; 

(b) the procedure for handling any group 4 agent. 

If the nature of the workplace and the activity are such that 
workers may need instant access to this information, or where a 
reduction in risk may be expected by having the information 
conspicuously and constantly before the eye, then it should also 
be set out on notices displayed in the workplace. Schedule 11 
paragraph 10 deals solely with the subjects in (a) and (b) above, 
and does not imply that other information and instruction given 
under Regulation 12 need not be put in writing. 



List of employees exposed to certain biological agents 
Schedule 11 paragraph 11 

27 . The list required by Schedule 11 paragraph 11 is not the same 
as a health record kept in accordance with Regulation 11. It need 
be kept only where there is a deliberate intention to work with or 
use a group 3 or 4 agent (see paragraph 10 above) , unless in a 
case of incidental exposure the assessment carried out in 
accordance with Regulation 6 shows that there is significant risk. 
The risk should be taken as significant if it is such that more 
than basic hygiene is needed to deal with it, that is, if the 
employer has to take specific and deliberate action to apply the 
control measures set out in Schedule 11 paragraph 6. For example, 
the risk is unlikely to be significant in farming, but will 
probably be so in an isolation unit for the accommodation of 
patients or animals with group 3 or 4 infections. 
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notification of the use or storage of biological agents 
Schedule 11 paragraph 12 

28. Schedule 11 paragraph 12 requires that certain activities 
involving biological agents should be notified to HSE, unless 
notification has already been made under the GMO (Contained Use) 
Regulations. Notice must be given: 

(a) of an intention to use or store any agent from a particular 
group . other than group 1, for the first time. The actual agents 
to be used or stored at the time of this first involvement with a 
group should be identified. It is permissible to do so by 
specifying all the agents appearing in the Approved Classification 
for the group in question, but this approach should preferably be 
confined to group 2 agents or cases of genuine uncertainty about 
the agents that will be encountered; 

(b) subsequently, of the use or storage for the first time of - 

(i) any particular group 4 agent not already notified, 
whether or not it appears in the Approved Classification, and 

(ii) any particular group 3 agent that does not appear in the 
Approved Classification. 

If a notification under (a) above has specified all group 4 agents 
in the Approved Classification then the requirement to notify in 
respect of those agents under (b) (i) will vanish. 

29. The term "use" in Schedule 11 paragraph 12 should be taken to 
exclude activities in which agents are incidentally present (see 
paragraph 10 above) , but to include the provision of a diagnostic 
service. 

30. There are derogations from the duty to notify where the 
activity is the provision of a diagnostic service: 

(a) the duty described in paragraph 29(a) above does not apply to 
the provision of a diagnostic service for group 2 or 3 agents 
unless a process likely to propagate or concentrate an agent is 
involved. In general this will relieve, for example, haematology, 
clinical chemistry or histopathology laboratories providing 
diagnostic support in the care of group 2 or 3 infected patients 
from the duty to notify in respect of those activities. 
Laboratories providing any kind of diagnostic service in relation 
to group 4 agents are subject to the duty in full; 
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(b) the duty described in paragraph 29(b) above does not apply to 
the provision of a diagnostic service unless a process likely to 
propagate or concentrate an agent is involved. As before, if the 
initial notification has specified all the group 4 agents in the 
Approved Classification, then the only subsequent notifications 
required will be in relation to activities likely to propagate or 
concentrate group 3 or 4 agents which do not appear in it. 



Notification of the consignment of biological agents 
Schedule 11 paragraph 13 

31. Schedule 11 paragraph 13 requires that notification is given 
to HSE when a biological agent or anything known or suspected of 
containing it is consigned to other premises, if: 

(a) the agent is in group 4 or is one of the three other agents 
listed in Part V of Schedule 11; 

(b) the consignment is not for the purpose of diagnosis or 
disposal . 

A single set of premises may include more than one building, and 
transportation from one to another in such a case is not 
notifiable. 
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APPENDIX 3 



COSHfi GENERAL ACOPs DRAFT AMENDMENTS 
(BASED ON THIRD EDITION) 



Para 1: insert after " . . .mutagenic or teratogenic” - 

"Biological agents are also treated by the Regulations as 
substances hazardous to health" . 

Para 2(g): subsitute the following text - 

"epidemiological or other data which indicate that a 
biological agent that does not already appear in the 
Approved Classification is nevertheless the cause of a hazard 
to health at work" . 

Para 9 : substitute the following text - 

"The circumstances in which regulations 6-12 apply include 
those where the hazard to health is caused by exposure to a 
biological agent which arises out of or in connection with 
work which is under the control of the employer, but in their 
application to hazards associated with biological agents they 
are modified and supplemented by Schedule 11. As specified in 
regulation 2 ( 2 ), COSHH covers only the cases where exposure 
risks are work associated, not those where it is entirely 
incidental. For example, COSHH does not cover incidental 
exposures such as respiratory infections caught from other 
employees. Schedule 11 draws a further distinction between 
exposure where there is a deliberate intention to use or work 
with a biological agent and exposure which, while still work 
associated . is incidental to the main purpose of the 
activity" . 

Para 14(a) (i): substitute "biological agent" for "micro-organism" 
Para 29. Delete final sentence. 

Para 34(b) (ii): substitute "biological agent" for "micro- 
organism" . 

Para 69. Delete final sentence. 

Para 77(d): Substitute the following text - 

"to assess, in relation to specific work activities involving 
biological agents, the immunity of employees". 
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II 



{ Acts whose publication is not obligatory ) 



COUNCIL 



COUNCIL DIRECTIVE 
of 26 November 1990 

on the protection of workers from risks related to exposure to biological agents at work 
(seventh individual Directive within the meaning of Article 16 (1) of Directive 

89/391/EEC) 

(90/679/EEC) 



THE COUNCIL OF THE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European 
Economic Community, and in particular Article 118a 
thereof, 

Having regard to the proposal from the Commission f 1 ), 
drawn up after consulting the Advisory Committee on 
Safety, Hygiene and Health Protection at Work, 

In cooperation with the European Parliament ( 2 ) 

Having regard to the Opinion of the Economic and Social 
Committee ( 3 ), 

Whereas Article 1 1 8a of the Treaty provides that the Council 
shall adopt, by means of Directives, minimum requirements 
in order to encourage improvements, especially in the 
working environment, so as to guarantee better protection of 
the health and safety of workers; 

Whereas that Article provides that such Directives shall avoid 
imposing administrative, financial and legal constraints in a 
way which would hold back the creation and development of 
small and medium-sized undertakings; 

Whereas the Council Resolution of 27 February 1984 on a 
second action programme of the European Communities on 
safety and health at work ( 4 ) provides for the development of 



( J ) OJ No C 150, 8. 6. 1988, p. 6. 

(■ 2 ) OJ No C 158, 26. 6. 1989, p. 92 

( 3 ) OJ No C 56, 6. 3. 1989, p. 38. 

( 4 ) OJ No C 67, 8. 3. 1984, p. 2. 



protective measures for workers exposed to dangerous 
agents; 

Whereas the communication from the Commission on its 
programme concerning safety, hygiene and health at 
work ( s ) provides for the adoption of Directives to guarantee 
the safety and health of workers; 

Whereas compliance with the minimum requirements 
designed to guarantee a better standard of safety and health 
as regards the protection of workers from the risks related to 
exposure to biological agents at work is essential to ensure 
the safety and health of workers; 

Whereas this Directive is an -individual Directive within the 
meaning of Article 16 (1) of Council Directive 89/391 /EEC 
of 12 June 1989 on the introduction of measures to 
encourage improvements in the safety and health of workers 
at work ( s ); whereas the provisions of that Directive are 
therefore fully applicable to the exposure of workers to 
biological agents, without prejudice to more stringent 
and/or specific provisions contained in the present 
Directive; 

Whereas more precise knowledge of the risks involved in 
exposure to biological agents at work can be obtained 
through the keeping of records; 

Whereas employers must keep abreast of new developments 
in technology with a view to improving the protection of 
workers’ health and safety; 



( s ) OJ No C28, 3. 2. 1988, p. 1. 

( 6 ) OJ No L 183, 29. 6. 1989, p. 1. 
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Whereas preventive measures should be taken for the 
protection of the health and safety of workers exposed to 
biological agents; 

Whereas this Directive constitutes a practical aspect of the 
realization of the social dimension of the internal market; 

Whereas, pursuant to Decision 74/325/EEC l 1 ), the 
Advisory Committee on Safety, Hygiene and Health 
Protection at Work is consulted by the Commission on the 
drafting of proposals in this field, 



HAS ADOPTED THIS DIRECTIVE; 



SECTION I 

GENERAL PROVISIONS 

Article 1 

Objective 

1. • This Directive, which is the seventh individual 
Directive within the meaning of Article 16 (1) of Directive 
89/391 /EEC, has as its aim the protection of workers 
against risks to their health and safety, including the 
prevention of such risks, arising or likely to arise from 
exposure to biological agents at work. 

It lays down particular minimum provisions in this area. 

2. Directive 89/391 /EEC shall apply fully to the whole 
area referred to in paragraph 1 , without prejudice to more 
stringent and/or specific provisions contained in this 
Directive. 

3. This Directive shall apply without prejudice to the 
provisions of Council Directive 90/219 /EEC of 2.3 April 
1990 on the contained use of genetically modified 
micro-organisms ( z ) and of Council Directive 90/220/EEC 
of 23 April 1990 on the deliberate release into the 
environment of genetically modified organisms ( 3 ). 



Article 2 

Definitions 



For the purpose of this Directive: 

(a) ‘biological agents’ shall mean micro-organisms, 
including those which have been genetically modified, 

("') OJ No L 185, 9. 7. 1974, p. 15. 

( 2 ) OJ No L 117, 8. 5, 1990, p. 1. 

( 3 ) OJ No L 117, 8. 5. 1990, p. 15. 



cell cultures and human endoparasites, which may be 
able to provoke any infection, allergy or toxicity; 

(b) ‘micro-organism’ shall mean a microbiological entity, 
cellular or non-cellular, capable of replication or of 
transferring genetic material; 

(c) ‘cell culture’ shall mean the in-vitro growth of cells 
derived from multicellular organisms; 

(d) ‘biological agents’ shall be classified into four risk 
groups, according to their level of risk of infection: 

1. group 1 biological agent means one that is unlikely 
to cause human disease; 

2. group 2 biological agent means one that can cause 
human disease and might be a hazard to workers; it 
is unlikely to spread to the community; there is 
usually effective prophylaxis or treatment 
available; 

3. group 3 biological agent means one that can cause 
severe human disease and present a serious hazard 
to workers; it may present a risk of spreading to the 
community, but there is usually effective 
prophylaxis or treatment available; 

4. group 4 biological agent means one that causes 
severe human disease and is a serious hazard to 
workers; it may present a high risk of spreading to 
the community; there is usually no effective 
prophylaxis or treatment available. 



Article 3 



Scope — Determination and assessment of risks 



1. This Directive shall apply to activities in which 
workers are or are potentially exposed to biological agents as 
a result of their work. 



2. (a) In the case of any activity likely to involve a risk of 
exposure to biological agents, the nature, degree and 
duration of workers’ exposure must be determined in 
order to make it possible to assess any risk to the 
workers’ health or safety and to lay down the 
measures to be taken. 

(b) In the case of activities involving exposure to several 
groups of biological agents, the risk shall be assessed 
on the basis of the danger presented by all hazardous 
biological agents present. 
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(c) The assessment must be renewed regularly and in 
any event when any change occurs in the conditions 
which may affect workers’ exposure to biological 
agents. 

(d) The employer must supply the competent 
authorities, at their request, with the information 
used for making the assessment. 

3. The assessment referred to in paragraph 2 shall be 

conducted on the basis of all available information 

including: 

— classification of biological agents which are or may be a 
hazard to human health, as referred to in Article 18; 

— recommendations from a competent authority which 
indicate that the biological agent should be controlled in 
order to protect workers’ health when workers are or 
may be exposed to such a biological agent as a result of 
their work; 

— information on diseases which may be contracted as a 
result of the work of the workers; 

— potential allergenic or toxigenic effects as a result of the 
work of the workers; 

— knowledge of a disease from which a worker is found to 
be suffering and which has a direct connection with his 
work. 



Article 4 

Application of the various Articles in relation to assessment 

of risks 



1 . If the results of the assessment referred to in Article 3 
show that the exposure and/or potential exposure is to a 
group 1 biological agent, with no identifiable health risk to 
workers, Articles 5 to 17 and Article 19 shall not apply. 

However, point 1 of Annex VI should be observed. 

2. If the results of the assessment referred to in Article 3 
show that the activity does not involve a deliberate intention 
to work with or use a biological agent but may result in the 
workers being exposed to a biological agent, as in the course 
of the activities for which an indicative list is given in Annex I, 
Aricles 5, 7, 8, 10, 11, 12, 13 and 14 shall apply unless the 
results of the assessment referred to in Article 3 show them to 
be unnecessary'. 



SECTION II 



EMPLOYERS’ OBLIGATIONS 



Article 5 

Replacement 



The employer shall avoid the use of a harmful biological 
agent if the nature of the activity so permits, by replacing it 
with a biological agent which, under its conditions of use, is 
not dangerous or is less dangerous to workers’ health, as the 
case may be, in the present state of knowledge. 



Article 6 

Reduction of risks 



1. Where the results of the assessment referred to in 
Article 3 reveal a risk to workers’ health or safety, workers’ 
exposure must be prevented. 

2. Where this is not technically practicable, having regard 
to the activity and the risk assessment referred to in Article 3, 
the risk of exposure must be reduced to as low a level as 
necessary in order to protect adequately the health and safety 
of the workers concerned, in particular by the following 
measures which are to be applied in the light of the results of 
the assessment referred to in Article 3: 

(a) keeping as low as possible the number of workers 
exposed or likely to be exposed; 

(b) design of work processes and engineering control 
measures so as to avoid or minimize the release of 
biological agents into the place of work; 

(c) collective protection measures and/or, where exposure 
cannot be avoided by other means, individual protection 
measures; 

(d) hygiene measures compatible with the aim of the 
prevention or reduction of the accidental transfer or 
release of a biological agent from the workplace; 

(e) use of the biohazard sign depicted in Annex II and other 
relevant warning signs; 

(f) drawing up plans to deal with accidents involving 
biological agents; 

(g) testing, where it is necessary and technically possible, 
for the presence, outside the primary physical 
confinement, of biological agents used at work; 
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(h) means for safe collection, storage and disposal of waste 
by workers, including the use of secure and identifiable 
containers, after suitable treatment where 
appropriate; 

(i) arrangements for the safe handling and transport of 
biological agents within the workplace. 



Article 7 

Information for the competent authority 



1. Where the results of the assessment referred to in 
Article 3 reveal a risk to workers’ health or safety, employers 
shall, when requested, make available to the competent 
authority appropriate information on: 

— the results of the assessment; 

— the activities in which workers have been exposed or may 
have been exposed to biological agents; 

— the number of workers exposed; 

— the name and capabilities of the person responsible for 
safety and health at work; 

— the protective and preventive measures taken, including 
working procedures and methods; 

— an emergency plan for the protection of workers from 
exposure to a group 3 or a group 4 biological agent which 
might result from a loss of physical containment. 

2. Employers shall inform forthwith the competent 
authority of any accident or incident which may have 
resulted in the release of a biological agent and which could 
cause severe human infection and/or illness. 

3 . The list referred to in Article 1 1 and the medical record 
referred to in Article 14 shall be made available to the 
competent authority in cases where the undertaking ceases 
activity, in accordance with national laws and/or 
practice. 



Article 8 

Hygiene and individual protection 



1 . Employers shall be obliged, in the case of all activities 
for which there is a risk to the health or safety of workers due 
to work with biological agents, to take appropriate measures 
to ensure that: 



(a) workers do not eat or drink in working areas where 
there is a risk of contamination by biological agents; 

(b) workers are provided with appropriate protective 
clothing or other appropriate special clothing; 

(c) workers are provided with appropriate and adequate 
washing and toilet facilities, which may include eye 
washes and/or skin antiseptics; 

(d) any necessary protective equipment is: 

— properly stored in a well-defined place; 

— checked and cleaned if possible before, and in any 
case after, each use; 

— is repaired, where defective, or is replaced before 
further use; 

(e) procedures are specified for taking, handling and 
processing samples of human or animal origin. 

2. (a) Working clothes and protective equipment, 

including protective clothing referred to in 
paragraph 1, which may be contaminated by 
biological agents, must be removed on leaving the 
working area and, before taking the measures 
referred to in subparagraph (b), kept separately from 
other clothing. 

(b) The employer must ensure that such clothing and 
protective equipment is decontaminated and cleaned 
or, if necessary, destroyed. 

3. Workers may not be charged for the cost of the 

measures referred to in paragraphs 1 and 2. 



Article 9 

Information and training of workers 



1 . Appropriate measures shall be taken by the employer 
to ensure that workers and/ or any workers’ representatives 
in the undertaking or establishment receive sufficient and 
appropriate training, on the basis of all available 
information, in particular in the form of information and 
instructions, concerning: 

(a) potential risks to health; 

(b) precautions to be taken to prevent exposure; 

(c) hygiene requirements; 

(d) wearing and use of protective equipment and 
clothing; 
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(e) steps to be taken by workers in the case of incidents and 
to prevent incidents. 

2. The training shall be: 

— given at the beginning of work involving contact with 
biological agents, 

— adapted to take account of new or changed risks, and 

— repeated periodically if necessary. 



Article 10 

Worker information in particular cases 



1. Employers shall provide written instructions at the 
workplace and, if appropriate, display notices which shall, as 
a minimum, include the procedure to be followed in the case 
of: 

— a serious accident or incident involving the handling of a 
biological agent; 

— handling a group 4 biological agent. 

2. Workers shall immediately report any accident or 
incident involving the handling of a biological agent to the 
person in charge or to the person responsible for safety and 
health at work. 

3. Employers shall inform forthwith the workers and/or 
any workers’ representatives of any accident or incident 
which may have resulted in the release of a biological agent 
and which could cause severe human infection and/or 
illness. 

In addition, employers shall inform the workers and/or any 
workers’ representatives in the undertaking or establishment 
as quickly as possible when a serious accident or incident 
occurs, of the causes thereof, and of the measures taken or to 
be taken to rectify the situation, 

4. Each worker shall have access to the information on 
the list referred to in Article 11 which relates to him 
personally. 

5. Workers and/or any workers’ representatives in the 
undertaking or establishment shall have access to 
anonymous collective information. 

6. Employers shall provide workers and/or their 
representatives, at their request, with the information 
provided for in Article 7(1). 



Article 11 

List of exposed workers 

1. Employers shall keep a list of workers exposed to 
group 3 and/or group 4 biological agents, indicating the type 
of work done and, whenever possible, the biological agent to 
which they have been exposed, as well as records of 
exposures, accidents and incidents, as appropriate. 

2. The list referred to in paragraph 1 shall be kept for at 
least 10 years following the end of exposure, in accordance 
with national laws and/or practice. 

In the case of those exposures which may result in 
infections: 

— with biological agents known to be capable of 
establishing persistent or latent infections, 

— that, in the light of present knowledge, are undiagnosable 
until illness develops many years later, 

— that have particularly long incubation periods before 
illness develops, 

— that result in illnesses which recrudesce at times over a 
long period despite treatment, or 

— that may have serious long-term sequelae, 

the list shall be kept for an appropriately longer time up to 40 
years following the last known exposure. 

3. The doctor referred to in Article 14 and/or the 
competent authority for health and safety at work, and any 
other person responsible for health and safety at work, shall 
have access to the list referred to in paragraph 1 . 



Article 12 

Consultation and participation of workers 

Consultation and participation of workers and/or their 
representatives in connection with matters covered by this 
Directive including the Annexes shall take place in 
accordance with Article 11 of Directive 89/391 /EEC. 



Article 13 

Notification to the competent authority 

1. Prior notification shall be made to the competent 
authority of the use for the first time of: 

— group 2 biological agents. 
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— group 3 biological agents, 

— group 4 biological agents. 



The notification shall be made at least 30 days before the 
commencement of the work. 



Subject to paragraph 2, prior notification shall also be made 
of the use for the first time of each subsequent group 4 
biological agent and of any subsequent new group 3 
biological agent where the employer himself provisionally 
classifies that biological agent. 



2. Laboratories providing a diagnostic service in relation 
to group 4 biological agents shall be required only to make an 
initial notification of their intention. 



3 . Renotification must take place in any case where there 
are substantial changes of importance to safety or health at 
work to processes and/or procedures which render the 
notification out of date. 



4. The notification referred to in this Article shall 
include: 



(a) the name and address of the undertaking and/or 
establishment; 



(b) the name and capabilities of the person responsible for 
safety and health at work; 



(c) the results of the assessment referred to in Article 3; 

(d) the species of the biological agent; 



(e) the protection and preventive measures that are 
envisaged. 



SECTION III 



MISCELLANEOUS PROVISIONS 



Article 14 



Health surveillance 



1 . The Member States shall establish, in accordance with 
national laws and practice, arrangements for carrying out 
relevant health surveillance of workers for whom the results 
of the assessment referred to in Article 3 reveal a risk to health 
or safety. 



2. The arrangements referred to in paragraph 1 shall be 
such that each worker shall be able to undergo, if 
appropriate, relevant health surveillance: 



prior to exposure, 



at regular intervals thereafter. 



Those arrangements shall be such that it is directly possible to 
implement individual and occupational hygiene measures. 



3 . The assessment referred to in Article 3 should identify 
those workers for whom special protective measures may be 
required. 



When necessary, effective vaccines should be made available 
for those workers who are not already immune to the 
biological agent to which they are exposed or are likely to be 
exposed. 



If a worker is found to be suffering from an infection and/or 
illness which is suspected to be the result of exposure, the 
doctor or authority responsible for health surveillance of 
workers shall offer such surveillance to other workers who 
have been similarly exposed. 



In that event, a reassessment of the risk of exposure shall be 
carried out in accordance with Article 3 . 



4. In cases where health surveillance is carried out, an 
individual medical record shall be kept for at least 10 years 
following the end of exposure, in accordance with national 
laws and practice. 



In the special cases referred to in Article 11 (2) second 
subparagraph, an individual medical record shall be kept for 
an appropriately longer time up to 40 years following the last 
known exposure. 



5. The doctor or authority responsible for health 
surveillance shall propose any protective or preventive 
measures to be taken in respect of any individual worker. 



6. Information and advice must be given to workers 
regarding any health surveillance which they may undergo 
following the end of exposure. 



7. In accordance with national laws and/or practice: 



workers shall have access to the results of the health 
surveillance which concern them, and 



the workers concerned or the employer may request a 
review of the results of the health surveillance. 



8. Practical recommendations for the health surveillance 
of workers are given in Annex IV. 



9. All cases of diseases or death identified in accordance 
with national laws and/ or practice as resulting from 
occupational exposure to biological agents shall be notified 
to the competent authority. 
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Article 15 

Health and veterinary care facilities other than diagnostic 

laboratories 



1. For the purpose of the assessment referred to in 
Article 3, particular attention should be paid to: 

(a) uncertainties about the presence of biological agents in 
human patients or animals and the materials and 
specimens taken from them; 

(b) the hazard represented by biological agents known or 
suspected to be present in human patients or animals 
and materials and specimens taken from them; 

(c) the risks posed by the nature of the work. 

2. Appropriate measures shall be taken in health and 
veterinary care facilities in order to protect the health and 
safety of the workers concerned. 

The measures to be taken shall include in particular: 

(a) specifying appropriate decontamination and 
disinfection procedures, and 

(b) implementing procedures enabling contaminated waste 
to be handled and disposed of without risk. 

3 . In isolation facilities where there are human patients or 
animals who are, or who are suspected of being, infected 
with group 3 or group 4 biological agents, containment 
measures shall be selected from those in Annex V column A, 
in oder to minimize the risk of infection. 



Article 16 

Special measures for industrial processes, laboratories and 

animal rooms 



1 . The following measures must be taken in laboratories, 
including diagnostic laboratories, and in rooms for 
laboratory animals which have been deliberately infected 
with group 2, 3 or 4 biological agents or which are or are 
suspected to be carriers of such agents: 

(a) Laboratories carrying out work which involves the 
handling of group 2, 3 or 4 biological agents for 
research, development, teaching or diagnostic purposes 
shall determine the containment measures in accordance 
with Annex V, in order to minimize the risk of 
infection. 

(b) Following the assessment referred to in Article 3, 
measures shall be determined in accordance with xAnnex 
V, after fixing the physical containment level 



required for the biological agents according to the 
degree of risk. 

Activities involving the handling of a biological agent 
must be carried out: 

— only in working areas corresponding to at least 
containment level 2, for a group 2 biological 
agent; 

— only in working areas corresponding to at least 
containment level 3, for a group 3 biological 
agent; 

— only in working areas corresponding to at least 
containment level 4, for a group 4 biological 
agent. 

(c) Laboratories handling materials in respect of which 
there exist uncertainties about the presence of biological 
agents which may cause human disease but which do not 
have as their aim working with biological agents as such 
(i.e. cultivating or concentrating them) should adopt 
containment level 2 at least. Containment levels 3 or 4 
must be used, when appropriate, where it is known or it 
is suspected that they are necessary, except where 
guidelines provided by the competent national 
authorities show that, in certain cases, a lower 
containment level is appropriate. 

2. The following measures concerning industrial 

processes using group 2, 3 or 4 biological agents must be 

taken: 

(a) The containment principles set out in the second 
subparagraph of paragraph 1 (b) should also apply to 
industrial processes on the basis of the practical 
measures and appropriate procedures given in 
Annex VI. 

(b) In accordance with the assessment of the risk linked to 
the use of group 2, 3 or 4 biological agents, the 
competent authorities may decide on appropriate 
measures which must be applied to the industrial use of 
such biological agents. 

(c) For all activities covered by this Article where it has not 
been possible to carry out a conclusive assessment of a 
biological agent but concerning which it appears that the 
use envisaged might involve a serious health risk for 
workers, activities may only be carried out in 
workplaces where the containment level corresponds at 
least to level 3. 



Article 17 
Use of data 



The Commission shall have access to the use made by the 
competent national authorities of the information referred to 
in Article 14 (9). 
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Article 18 

Classification of biological agents 



1. In accordance with the procedure laid down in 
Article 118aofthe Treaty, the Council shall adopt within six 
months of the date of implementation given in Article 20 ( 1 ) 
a first list of group 2, group 3 and group 4 biological agents 
for Annex III. 

2. Community classification shall be on the basis of the 
definitions in Article 2 (d) points 2 to 4 (groups 2 to 4). 

3. Pending Community classification Member States 
shall classify biological agents that are or may be a hazard to 
human health on the basis of the definition in Article 2 (d) 
points 2 to 4 (groups 2 to 4). 

4. If the biological agent to be assessed cannot be 
classified clearly in one of the groups defined in Article 2 (d), 
it must be classified in the highest risk group among the 
alternatives. 



Article 1 9 
Annexes 



Purely technical adjustments to the Annexes in the light of 
technical progress, changes in international regulations or 



specifications and new findings in the field of biological 
agents shall be adopted in accordance with the procedure laid 
down in Article 17 of Directive 89/391 /EEC. 



Article 20 

Final provisions 

1. Member States shall bring into force the laws, 
regulations and administrative provisions necessary to 
comply with this Directive not later than three years after the 
notification of this Directive ( ! ). They shall forthwith inform 
the Commission thereof. 

However, in the case of the Portuguese Republic, the time 
limit referred to in the first subparagraph shall be five 
years. 

2. Member States shall communicate to the Commission 
the provisions of national law already adopted or which they 
adopt in the field governed by this Directive. 



Article 21 

This Directive is addressed to the Member States. 



Done at Brussels, 26 November 1990. 

For the Council 
The President 
C. DONAT CATTIN 



(') This Directive was notified to the Member States on 29 
November 1990. 
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ANNEX I 

INDICATIVE LIST OF ACTIVITIES 
(Article 4 (2)) 



1. Work in food production plants. 

2. Work in agriculture. 

3. Work activities where there is contact with animals and/or products of animal origin. 

4. Work in health care, including isolation and post mortem units. 

5. Work in clinical, veterinary and diagnostic laboratories, excluding diagnostic microbiological 
laboratories. 

6. Work in refuse disposal plants. 

7. Work in sewage purification installations. 



ANNEX II 

BIOHAZARD SIGN 
(Article 6 (2) (e)) 




ANNEX III 

COMMUNITY CLASSIFICATION 
(Articles 18 and 2 (d) ) 



for the record 
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ANNEX IV 

PRACTICAL RECOMMENDATIONS FOR THE HEALTH SURVEILLANCE OF WORKERS 

(Article 14 (8)) 



1 . The doctor and / or the authority responsible for the health surveillance of workers exposed to biological agents 
must be familiar with the exposure conditions or circumstances of each worker. 

2. Health surveillance of workers must be carried out in accordance with the principles and practices of 
occupational medicine; it must include at least the following measures: 

— keeping records of a worker’s medical and occupational history; 

— a personalized assessment of the workers’ state of health; 

— where appropriate, biological monitoring, as well as detection of early and reversible effects. 

Further tests may be decided upon for each worker when he is the subject of health surveillance, in the light of 
the most recent knowledge available to occupational medicine. 
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ANNEX V 

INDICATIONS CONCERNING CONTAINMENT MEASURES AND CONTAINMENT LEVELS 

(Articles 15 (3) and 16 (1) (a) and (b)) 



Preliminary note 

I he measures contained in this Annex shall be applied according to the nature of the activities, the assessment of 
risk to workers, and the nature of the biological agent concerned. 



A. 

Containment measures 


B. 

Containment levels 


2 


3 


4 


1 . The workplace is to be separated from any other activities in 
the same building 


No 


Recommended 


Yes 


2. Input air and extract air to the workplace are to be filtered 
using (HEPA) or likewise 


No 


Yes, on extract air 


Yes, on input and 
extract air 


3. Access is to be restricted to nominated workers only 


Recommended 


Yes 


Yes, via airlock 


4. The workplace is to be sealable to permit disinfection 


No 


Recommended 


Yes 


5. Specified disinfection procedures 


Yes 


Yes 


Yes 


6. The workplace is to be maintained at an air pressure 
negative to atmosphere 


No 


Recommended 


Yes 


7. Efficient vector control e.g. rodents and insects 


Recommended 


Yes 


Yes 


8. Surfaces impervious to water and easy to clean 


Yes, for bench 


Yes, for bench and 
floor 


Yes, for bench, walls, 
floor and ceiling 


9. Surfaces resistent to acids, alkalis, solvents, disinfectants 


Recommended 


Yes 


Yes 


10. Safe storage of a biological agent 


Yes 


Yes 


Yes, secure storage 


11. An observation window, or, alternative, is to be present, so 
that occupants can be seen 


Recommended 


Recommended 


Yes 


12. A laboratory is to contain own equipment 


No 


Recommended 


Yes 


13. Infected material including any animal is to be handled in a 
safety cabinet or isolator or other suitable containment 


Where appropriate 


Yes where infection is 
by airborne route 


Yes 


14. Incinerator for disposal of animal carcases 


Recommended 


Yes (available) 


Yes, on site 
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ANNEX VI 

CONTAINMENT FOR INDUSTRIAL PROCESSES 
(Article 4 (1) and Article 16 (2) (a)) 



Group ? biological agents 

For work with group 1 biological agents including life attenuated vaccines, the principles of good occupational 
safety and hygiene should be observed. 

Group 2, 3 and 4 biological agents 

It may be appropriate to select and combine containment requirements from different categories below on the basis 
of a risk assessment related to any particular process or part of a process. 







Containment levels 






2 


3 


4 


1. Viable organisms should be handled in a system which 
physically separates the process from the environment 


Yes 


Yes 


Yes 


2. Exhaust gases from the closed system should be treated so 
as to: 


Minimize release 


Prevent release 


Prevent release 


3. Sample collection, addition of materials to a closed system 
and transfer of viable organisms to another closed system, 
should be performed so as to: 


Minimize release 


Prevent release 


Prevent release 


4. Bulk culture fluids should not be removed from the closed 


Inactivated by 


Inactivated by 


Inactivated by 


system unless the viable organisms have been: 


validated means 


validated chemical 
or physical means 


validated chemical 
or physical means 


5. Seals should be designed so as to: 


Minimize release 


Prevent release 


Prevent release 


6. Closed systems should be located within a controlled 
area 


Optional 


Optional 


Yes, and 
purpose-built 


(a) Biohazard signs should be posted 


Optional 


Yes 


Yes 


(b) Access should be restricted to nominated personnel 
only 


Optional 


Yes 


Yes, via an airlock 


(c) Personnel should wear protective clothing 


Yes, work clothing 


Yes 


A complete change 


(d) Decontamination and washing facilities should be 
provided for personnel 


Yes 


Yes 


Yes 


(e) Personnel should shower before leaving the controlled 
area 


No 


Optional 


Yes 


(f) Effluent from sinks and showers should be collected 
and inactivated before release 


No 


Optional 


Yes 


(g) The controlled area should be adequately ventilated to 
minimize air contamination 


Optional 


Optional 


Yes 


(h) The controlled area should be maintained at an air 
pressure negative to atmosphere 


No 


Optional 


Yes 


(i) Input air and extract air to the controlled area should 
be HEPA filtered 


No 


Optional 


Yes 


(j) The controlled area should be designed to contain 
spillage of the entire contents of the closed system 


No 


Optional 


Yes 


(k) The controlled area should be sealable to permit 
fumigation 


No 


Optional 


Yes 


(1) Effluent treatment before final discharge 


Inactivated by 
validated means 


Inactivated by 
validated chemical 
or physical means 


Inactivated by 
validated chemical 
or physical means 
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